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" The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event however, may a reply be timelv filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

" miEKi?^ m ^ mUm f^, 0 ? P f ? d W " apply and Wi " expire S,X < 6) M0NTHS the mailing date of this communication. 

- Failure to reply within the set or extended penod for reply will, by statute, cause the application to become ABANDONED (35 U S C § 1 33) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce anv 
earned patent term adjustment. See 37 CFR 1.704(b). * ay ,CUUWJ 

Status 

1 )|3 Responsive to communication(s) filed on 15 May 2001 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 25-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEl Claim(s) 25-32 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0- 
a>n All b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No. 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) ^3 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) ^ Other: Detailed Action . 
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DETAILED ACTION 



Information Disclosure Statement 



The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(1) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, 
unless the references have been cited by the examiner on form PTO-892, they have not been 
considered. The examiner has not considered the listed references at this time (see page 5). If 
applicant desires to have these references considered by the examiner, they must be cited on a 
PTO-892. 

Drawings 

This application has been filed with informal drawings, which are acceptable for 
examination purposes only. Formal drawings will be required when the application is allowed. 



35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 25-32 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claims positively recite "A therapeutic product 
obtained from cord blood or placental blood, said product comprising white blood cells..." in 
independent claim 25. A claim or claims directed to or including within its scope a human being 
or a part of a human being is not patentable subject matter under 35 U.S.C 101 . The grant of a 



Claim Rejections - 35 USC § 101 



* 
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Art Unit: 3762 

patent giving limited, but exclusive property right to a human being is prohibited by the 
Constitution. Therefore, it is suggested that any claim that would include a human being, or part 
thereof, within its scope should use a negative limitation to define the metes and bounds of the 
claimed subject matter which is a permissible form of expression. 



The prior art made of record and not relied upon is considered pertinent to applicants 
disclosure. Rubinstein et al. (5,928,214 ; 5,789,147), Kass et al. (5397479), Boyse et al. 
(5,192,553; 5,004,681) and Lionetti et al. (4,004,975) all disclose methods of separating 
therapeutic product for storage and containers for storing said therapeutic product. As best can 
be understood, the above-cited documents are analogous to the disclosed invention. 

Any inquiry concerning the rejections contained within this communication or earlier 
communications should be directed to examiner Tricia Bianco whose telephone number is (703) 
305-1482. The examiner can normally be reached on Monday through Fridays, alternating 
Fridays off, from 9:00 AM until 6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (703) 308-5181. The official fax numbers for the 
organization where this application or proceeding is assigned is (703) 872-9302 for regular 
communications and for After Final communications (703) 872-9303. 



Conclusion 
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